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REMARKS 

Amendment to the Description 

A U.S. Patent number has been substituted for the serial number of the correspond U.S. Patent 
Application. 

Amendments to the Claims 
Claim 1 has been amende* 
which have been cancelled. 



Claim 1 has been amended to incorporate the limitations formerly recited in dependent Claim 2 and 3, 



Claim 9 has been amended to use language that is more consistent with the description of a step m a 
method by describing "using a bladder monitor to obtain the objective measurement" of Clatm 

Claim 10 has been amended to use language that is more consistent with the description of a step in a 
method by describing "utilizing ultrasound to obtain the objective measurement" of Clann 1. 

Claim 11 has been amended to use language that is more consistent with the description of a step * ^ 
method by describing "applying a bladder monitor to the chad's body in a wearable manner and usmg the 
bladder monitor to obtain the objective measurement" of Claim 1. 

Claim 12 has been amended to incorporate the limitations formerly recited in dependent Claim 13 and 
14, which have been cancelled. 

Claim 18 has been amended similarly to Claim 9. 
Claim 19 has been amended similarly to Claim 11. 

Claim 20 has been amended to include the Umitations formerly recited in other chums, including in 
Claims 2, 3, 13, and 14. 

The Office Action contained an objection to me arawm B! > ^ 

JL. ««. — m — * »-*«- "» -* — * uc,ile ' *"* 

»— ^ U. —a— - withdrawal „ ^ in o t « 
p^tl1S'ROTAT7l«Mt:27:liPM^ 
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fi ift the first sentence of which is derived from the first 
The text quoted above is part of form paragraph 6.36, the first 

f T7 f"FR 1 83(a) Both the Rule and the form paragraph are recited in MPEP 608.02(d). 
sentence of 37 CFR 1.83(a) ™ iUs wited that «Wny detail that is of sufficient 

Between the two in this section of the MPEP, it is recited I * ^ Q Q 739 

v a ehould be shown in the drawing. (Ex part Good, 191 1 c.L>- v 

imp ortance to be described should be shown ^ ^ ^ rf 37 

(Comm'rPat. 1911)0" (Underlining added for empha "0 . cnumera ted 
rFR 1 83(a) is that of claims to stnietuiss. I* feet, the objection itselt re 

**•> how-. — - « - - * — - ^ ra a 

joStbSd rather than to a structure or a physical object. 

: • ;r=rr;rrr£-~ r. 

ducted to methods, rather * ^ additional drawings, each showing 

one of skill in the art. 

. . d , rtW „, name iy a simple article of commerce comprising a 
Only Claim 20 is directed to a physical object, namely p 

in the art. 

nf the four items lends more weight than is appropriate to the notion that 

■ Atoo ™ 1 ™." " Vembte Zd. — - h a— 11 -* « phot . •* 
—a— — oo. — - • J^tZ „ to u . *» M - 

— ' "™" ,0r " inMMi . Claim 8, the signal * d«cH*c as 
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*. ^ hmn and it i s n ot clear how a signal by itself would be shown 
dictionary at httpjflwwwjn-w conVhome^htss) . and it is not c b» 

on a drawing. 

Therefore k is respectfully a~tred 0* no addWona. drawings are treedod for one of skill in the an to 

HZX. - — • « * — *- - '° * e drawmes 

reconsidered and withdrawn. 

Claim RejecttoiisUnder35U5.C.§ 103 

Claims , dnongh 20 were rejected 1. 55 USC | MM - b*. onpaten»b.e over Ui M-» 
4 g 52 5 7S . Common e, « Cairn 2, 3. 13. aad 14 have b«en — M. thereby obvrettng the,, 
injection and .caving Claims 1, 4 dnoogh 12. and 15 through 20 peading mi rejected. 

WW 1. IX and 20 have t_ ameaded to ineo^orate the .imiudons previous., recited * 

Cnd- C- 2. 3. 13. and 14. -rune* * - — - — ^ 
cbTa being confine- trained and setfing d. «pd dtreahoid — . coreespond - 

i is i «. - — — — *■ <*** — 

d.*- conhtin all d. UmUafions of these three independent claims. Therefore. « ' 
have not been met with respect to any of .he rejected claims. 
On it; ilnn of rr t>»i™» yBBajjon volume 

S^exiveminatioa voiume-is clearly defined in the specification as ofiginauy fiied. mcludtng 

on page 3 a, fine 31. h, dds paraph, .bo teem ^ve" is eapbcdl, 
lefmJ as -fling to "an action of the nervous sys.«n below the level of consctousness, m whtch , . 

TL pb immediate,, following «. pamgraph I. wbicb the teem is defined. These e« mefceda 

^Z b »-^*^-^~ h * d -* d, *- fl -' e,, **" ,kl *" 
action of the nervous systembelow the level of consciousness. 

On th. other hand, the cued Conxion « of reference fails to disctee a reflexive urinnfion volnnte. any 

Zde, volume ». is less than a reflexive nrinadon vohm*. M * — 
Lbnsizes saBdaus. P=meptio„ end the making of a vmXm decision to ottber unnare or deUty 
^re^TreZlon. Por example, the reference related,, refere. with light Nation. „ 
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helping . _ suhjec, W *e P»Ummar, — <° — " ^"J, ^t, 

RnoogoMon My «*- conscious percepdon. ta «• " ' 

m. £ the refemrKe describes me subjec. as -wamCiug] - — — - ° f .T " 

_ OUdde, befom * — » ™r (7.51-53). *mg *» - "Cboose „ rod dm tdm^rn 

•■nor .[choo.i»g)...<o void at ft. firs, sensation" C"^"" 5 """P"" 0 " ^ " 

order' . perform e««, one of .be acrlvrdes mendoneo, nruaely warning. U„ desiring. .0 accumulate 
urine, takiag time to urinate, choosing to void, or choosing not to votd. 

As mentioned in the Office Acdon. fte reference mendous an -—mm alarm level" in the same 
^ph beginning b, eoiumn , a, Una 4P. However, ftis mendon ocotns in a apeeifie context, wbreh . 
ZTflndrng a setting ftu. does "not produce any f.Ue a, arm," (7:57-57, and thereby resulrs m 
".Ummafttg Mae posifives" (8: 1* The foilowing potions of dris pan.gr.pb era quomd here ro ensure 
that the proper context is conveyed: # 

Since it is reasonable to assume that the individual will want to accumulate an appreciable 
volume of urine in the bladder before taking the time to void, an intermediate alarm level 
was selected for the test program It was noted that when the biadder is empty, or when „ 
has a very small amount of urine therein, body movement did not produce any false 
alarms ..The individual, or the individual's caretaker can over a period of time adjust the 
alarm level to that point which works best for the individual involved eliminating false 
positives for certain individual [jfc]. 

Thus, ft. endre paragmph beginning in co,umn 7 a, Una 49 deals wim avoiding ■*■» "—£• 
subj«. who is d-* describe a, conscious,, perceiving various sdmuU and conscrons., dec.d.ng .o 
either act or not act in response to those stimuli. 

The Office Aeon also refers * d. disclosure in dre c»ed mference ma, various ahum leveU may be 
ILd. However, dre mem disclosure ma. various ,evels ma, be se.ee.ed does no. consort an, Inn 
or suggestion ro measum a reflexive urinaieo volume and se.ee. » — leva, conerpondm, .o. 
hWde. v„nme dr.. is less .ban mi u-asumd reflexive urinrfon voHune. Also. ., ,s not clear ^ 
2L. whemer or not fte disclosed r»g. even indudas a «*. chUd's reflux.*, urrnanon vol me 
„ fac ft* anammlca, diffemn.es becween chUdren and mm is mm*, 
mference. mm*. « and 6:50-51. and it is explieiU, disdos* a, - 
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rffec, unnation, the — — - — *- «»- * -* - F,,lU,OT,0re - eVe ° " "T T" 

^ 7L. levels mduOe, a M ^ a - — «— «*~ 7, 

HI Iggestion - motivation provided by the eited reference - -« - — ^ *- » ' 
gigaaaSfflSaLfijaiSflSSlyS urination volume. 

^Ld value . eorreapood lo . bladder volun. that is "lee. than a reflexive volume - ~ 

threshold value to i~ a „.„„,..,„ l» merely an idletation that such a value 

supponed by the disclosure of*, referee and so appears to be merely ** 

' „, ^ it , is insufficient ,0 establish a ease of obvious,. ■» addition, *ver> 

^1 «slou Id the cued reference o, a reeognition of the useful o, selecting an alann 

^measured tnination vo,en». a statement imp.,*, d- J «* £| 

JJlus ,o do so can be b«ed only on eLher conjees - d. of hindstgh. ,n 

light of the disclosure of the present invention. 

lively, She sutemen. in the Office Action U». is ,uo,ed above could be taken . be ■ aileron 
Alternatt y, ^spouti to a bladder volume thai is less than a 

that the selection of a signal threshold value to cotresp „„„,„„ „ is c |„ rt v 

reflexive urination volume is UH to - OK*"— °' "» refcra,Ce - " " 

^MWllttT*.*-*"— • — oreharaclenstieoayoecur or he preae.tt. the pnor 

31 m show the alleged,, inhere., eharectetiatic n^^Uy flows from the whangs of she 
applied prior att." It is respectfully averred that this burden has no. been M 

„ summ., with regare to die reflexive urination volume, nowhere in d. M reference Q uaere . any 
meodon of a of a reflexive urination volume or the serting of a stgnal thresbe* , to 

Zspond to a bladder volume that is -ess than a i-asured reflexive utin^t «=.ume. . 
w K . , ^ t „ th » sasKiect ADDlication would lead one ot stall in 

complete reading of the reference without recourse to the subject Appncau 

complete reauu * , mnr . riate the usc f 0 lness of a measurement of the 

the art to conclude that Companion et al. failed to appreciate the useiu 
reflexive urination volume in determining an appropriate signal threshold value. 

Therefore, it has not been demonstrate, that the cited prior art reference teaches or suggests^ .« *e 
nylons of the reject* claims or tha, anv suggestion or motivation exists, other than in rhe^se, 
mentor's own disc.osure. to modify the reference's teachings to malce the present mvention. Thus, 
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tout two of the three requirements of MPEP 2143 for the establishment of a prima facie case of 
obviousness have not been met with respect to any of the rejected claims. 

^dd foonal points 

The follows additional points in the Office Action also bear notice and further confirm the 
insufficiency of the Office Action to establish a prima facie case of obviousness. 

The disclosure of the cited reference is nnscharacterized in the Office action where it is stated that "the 
system "recognizees) the preliminary need (of the subject) to urinate"". The actual text in column 2, last 
paragraphs, reads that a "further object of this invention is... providing vital information needed by the 
subject and affording help to the subject in recognizing the preliminary need to urinate." The system 
does not "recognize" the need to urinate; it merely provides information to help the human subject who 
recognizes the need. 

The disclosure of the cited reference is mischaracterized in the Office action where it is stated that "the 
system of Companion et al "trains" a human subject to "achieve urinary continence". The system merely 
provides information, as noted immediately above; the human user of the system trains the subject. 

The disclosure of the cited reference is mischaracterized in the Office action where it is stated that 
"Companion et al characterizes the disclosed system as a "complete electronics package" which is "worn 
by the subject". i.e. the system is a self-contained "monitor"; it would have been obvious to those skdled 
in the art that, for commercial purposes, the self-contained electronics device of Companion et al may be 
"package(d) W «» "instructions" for using the device, in order to enhance the marketability and 
convenience of the device to consumers." Hrst, the usage of the word "package" in the cite* reference »s 
distinctly different from its usage in Claim 20. An "electronics package" means a system of electron* 
devices that can function without external connections, i.e., the "self<ontained" system This meanmg 
has nothing to do with the meaning of a package for sale, as in the article of commerce of Claim 20, 
which is well-known to be a container inside which goods are held for sale. In addition, the disclosure 
that the electronic system of the reference can be self-contained reveals nothing regarding whether or not 
a container in which it might be sold might contain instructions. 

Furthermore, the above-quoted statement that it would have been obvious to include instructions appears 
U, he another allegation that the teachings of the reference ^ be modified. However, as clearly stated 
in MPEP 2143.01. the mete fact that a reference ssuld have been modified, or that the level of skill m the 
art may have been » modify it. is insufficient to establish a prima facie case of obviousness. In 
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addition, given the utter lack of expression in the cited reference of a recognition of the usefulness of 
selecting an alarm level in relation to a measured reflexive urination volume, a statement implying that * 
would have been obvious to include instructions to do so can be based only on either conjecture or the 
application of impermissible hindsight in light of the disclosure of the present invention. 

The disclosure of the cited reference is mischaracterized in the Office action where it is stated that "Figs. 
4a< of companion et al demonstrates a measurement of the bladder at "maximum fullness", i.e. the 
"reflexive urination volume". There is no mention of a reflexive urination volume in the reference. 
Therefore, the equation of "maximum fullness" with "reflexive urination volume" is an unfounded 
conjecture. Furthermore, that conjecture Is contradicted by the explicit disclosure in the reference .tself 
at 7-19-29 that 'Volumes in excess of 500 cc" were measured but that the members of "the test 
po P ulation...tended to void between... volumes of 240-260 cc ... and... volumes of approximately 400 cc", 
i e at volumes of at least 20% less than the 500 cc volume observed at "maximum fullness". In fact, this 
conjecture belies the novelty of the present invention. Markedly unlike what is described by the 
conjecture that • 'maximum fullness" equals "reflexive urination volume", the present invention requ,res 
that a person practicing the claimed methods measure the reflexive urination volume of the subject and 
set the signal threshold such that the signal will be provided at a volume less th,n T hc m.*snred reflex.ve 
^^ol^, rather than arbitrarily (and illogically) setting the signal threshold snch that the S1 gnal 
would be provided at the greatest volume that can be held by the bladder of the subject. It is noted that 
the condition of "maximum fullness", by the plain meaning of the term "maximum", is the condiaon of 
the greatest volume. 

^.Tnman/ with respect to obviousness rejections 

In summary, it is respectfully averred that the requirements of MPEP 2143 for the establishment of a 
prima facie case of obviousness have not been met, for at least the reasons explained above. 
Accordingly, it is respectfully requested that the rejections of Claims 1, 4 through 12, and 15 through 20 
under 35 USC § 103(a) be reconsidered in accordance with the requirements of MPEP 2142. last two 
paragraphs, and MPEP 2144.08.IH. and then withdrawn. 

Summary of this Response 

No new matter has been added in this response. In light of the above amendments and remarks, it .s 
respectfully requested that the rejections and objection be reconsidered and withdrawn and that the 
pending claims be allowed. 
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